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SIEM EN S (Bundled) Abbreviated 510(k) Preniarket Notification
ADVIA Centaur® 1'nJIUtrao and A DVI[A Centaur®Digoxin M~aster Curve M1a terialI (AMCMN)

Section 006: 510(k) Surnitary

510(k) Summary

Introd uction: According to the requirements of 21 CFR 807.92, the fol lowving in formation provides
sufficient details to Understand the basis for determination of substantial equLivalence.

The assigned 510(k) Number: k 140267

1. Applicant Information
Mailing Address: Siemens Healthcare Diagnostics Inc.

511 Benedict Avenue
Tarrytown, NY 10591 USA

Contact Person: Fatima Pacheco
Regulatory Clinical Affairs Specialist

Phone Number: (914) 524-2450
Fax Number: (914) 524-3579
E-mail Address: fhtimiapaclheco@siemienis.comi
Date Prepared: January 29, 2014

2. lDevice Name
Proprietary Name: ADVIA Centaur® TnIf-lltra® Master Curve Material
Meastirand: Quality Control materials for ADVIA Centaurifl-Ultra assay
Type of Test: Master Curve Material (MCM) for ADVIA Centaur Tnl-lUltra

assay
Regulation Section: 21 CFR 862.]1660, Quality Control Material
Classification: Class I Reserved
Products Code: JJX - Single (Specified) Analyte Controls (Assayed and

Unassayed)
Panel: Clinical Chemistry (75)

3. Predicate Device Name Elecsys Troponin I CaiCheck 5
Predicate 510(k) No: k 100594

4. lDevice D~escription: ADVIA Centaur® Tnl-Ultra®) Master Curve Material is an
i vioro diagnostic product containing \'arioLIS levels of bovine
cardiac troponin I in a goal serumn matrix with preservatives.
Each set contains five lyophilIized levels (MCM 1-5); wvith a
reconstituted Volume ofl1.0 HIiL each. MCM I contains no
analyte. The TnM-Ultra MC~vs assigned values are lot-specific
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SIEM EN S (Bun ndled) A bbi eviated 510(k) IPremarket Not ifica I jolt

ADlV'IA Ce" tau r@ Ta IUltra® and A I)VIA Cen tauar® Iigox in NMaster Curve Mai al NI CNI)
of target values 0.00, 1.00,3J.507 14.0 and 40.0 ng/mL.

5. Intendled Use: See Indications for Use Statement below:
Indication for Use: The AD VIA Centaur Tnl-Ultra Master Curve Material is for

in vitro diagnostic Use in the verification of calibration and
reportable range of the Al)VIA Centaur i'nl-Ulira assay.

Special Conditions for For prescription use only
Use Statement(s):

Special I nstru mentI A DVIA Centaur* Systems
Requirements: A description of the ADVIA Centaur system is documented

in K97 141 8. Subsequent modifications to the instrument have
been reviewed and cleared in K032525 and K041 I13

6. Technological Characteristics A comparison of the device features, intended uIse, and other
and Substantial Equivalence information demonstrates that the ADVIA Centautr Tnl-Ultra
Comparison with Predicate: MCM is substantially equivalent to the predicate device as

sumnmarized in Table 1.
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SIEM EN S (Bund led) A hhreviated 510(h) Peak o fcto
ADlVIA Centaurg 1n I-Ultra® and ADVIA Centan r® tigoxin Master Curve Ma teriali (MCM)

Table 1: Substantial Equivalence Comparison

SIMILARITIES

Candidate Device Predicate Device

[ten] ADVIA Centauirln nI-Ultra MCMI Eleesys TFroponin I CaiCheck 5

Inltendeid The AD VIA Centaur 'Fni-Ultra The Eleesys Troponin I CaiCheck 5 is
Use Master Curve Material is for in vitro an assayed control for use in

diagnostic use in the verification of calibration yerification and for Lise in
calibration and reportable range of the the verification of the assay range
AD VIA Centaur TnI-Ultra assay. established by the Eleesys Troponin I

reagent on the indicated Eleesys and
cobas e iimmunoassay aInalyzers.

AnaI3 te Troponin I Same

Form L-yophilized Same

Use Multiple Use Same

Levels 5 Sa me

Storage 2-8 0C Same

DIFFER EN CES

Matrix Goat Sertin Hutman Serum111
Stability Unopened - Stable when stored Unopened - Stable at 2-8 0 C uip to the

tunopened at 2-80 C Until the expiration expiration date printed onl the bottle
(late on the vial label. labels.
Opened (Reconstituted) - Stable Reconstituted - Stable tbr- 4 hours at
when stored at 2-8 0 C for 8 hours; or 20-25 0 C.
on-board for 4 hour11s; or when stored

_________at -20'C for 60 days. _________________

7. Standard/Guidance IDocumnt References
The following recog-nized standard and guidance documnents were used:

* CEN 13640 Stability Testing of In Vitro Diagnostic Reagents
* Guidance for Industry - Abbreviated 5 10(k) Submissions for In Vitro Diagnostic

Calibrators
* Guidance Ibr Induistry and FDA Staff- Assayed and Unassayed Quality Control

Material
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S IEM E N S (flundled) Albbreviated 510(k) Preia rket Notificationi
AI)VIA Centaii r® lIi-Ultra® a ridI ADVIA Centaur® Iigoxin Mse uv itra (ICMI)

8. Test Principle
The MCMs are specifically intended for- in vitro diagnostic use in the verification of'
calibration and reportable range of the AD VIA Centauri assays for use onl the A DV IA Centaur
systems. Customers use MCMs for bi-annual calibration verification checks of the assay
range and linearity in order to meet the requirements of hospital accreditation bodies.

9. Performance Characteristics
9.1 Analytical performa nce:

The following studies are not applicable for thle purpose of this submission:
* Precision/Reproducibiliy
" Linearity/Assay Reportable Range
* Dc/cc/ion7 liMit
" Analytical £peciflcitvl
" Assay cu/-off
* A'Iethod Comparison Studies
* Clinical S/tidies ('Sensitiity, Spec jficily, and cut-c/fl)

9.2 Non-Clinical Per loria nce Testing

9.2.1 Stabilill, Studies
Stability Stuldies wvere conducted to support thle shelf life unopened and
reconstittited material for the ADVIA Centaur Tn I-UlItin MCMs to enIsure- that it
maintains optimal prodtuct performance tli roughout the established shelf-life. The
data su~pportS the stability claims detailed in the A DV IA Centaur- Tn I-Ultra MCM
InstruIctions for Use.
The following stability Studies wvere performied for ADVIA Centaurl l'nl-Ultra
MCM:

* Real 'Iime/Sheltf Life (unopened)
* In Use (open vial) storage at 2-8 0 C (reconstituted)
* In Use (open vial) storage at -20'C (reconstituted])
* Onl-Board

Real lime shelf-Yb' studies (unoned): Test Tn I-Ultra M CMs werIe stored unlopenled at
2-8 0 C and tested at T=0 and at the f'ollowing time points: 3 months, 6 months, and 10
months. Shelf lif'e claims are based upon real time stability carried out one month after
thle duration claimed. Real time shelf-life stability' studies of*NMCMs wvere detenmi ned by
comparison of dose recoveries to the T=0 dose recovery restilts. Acceptance citeria for
the real-time stability study wereC Met uip to the 10 months time point. wvhiich supports at
shelf'-life claim of') months. Unopened storage shelf-lfife is indicated by expiration date
onl the vial label.

In use open vial (reconstituted) stored at 2-8 0 C: Trest TnI-Ultra MCMs were
reconstituted, each level pooled, aliquotted and stored at 2-9 0 C. tested in 5 replicates per-
level at T=O, 2, 4, 6, 8, 9, 24 and 25 hours. Acceptance criteria for the open vial
(reconstituted) stability Study Were mlet uip to thle 9 hour11 timeC poi nt Which suJports thle
open vial claim of'8 hours when stored at 2-80 C.
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SIEM EN S (Bundiled) Abhievia ted 510(k) Pre market Notiicie
Al)VIA Ccii Ia u r@ Tn-tlt ra® anid ADIV IA Ceo Ia ir iDigox in Ninsst Cr Curve Miat erial (INICIN)
In use open' vial (reconsltinfeo) stoied at -200C: Pest Tn I-Ultra MCMs were
rCconlstituited, each level pooled, aliqUotted and stored at -20'C. tested in 5 replicates per
lever at DayO0, 14, 28, 35,45, 60 and 63days. Acceptance criteria for the open vial
(reconstituted) stability study Were 101 uip to thre 63days ti me point, which suIports thle
open vial (reconIstitucted) claim stored -20'C for 60 days.

On-board Stability: TFest Tn I-Ultra MCMs were_ reconIstitLrted. each level pooled.
aliquotted into sample Cups and stored on the ADVIA Centaur system and mleasuried at
time point T= 0, 2,4 and 5 hours. Acceptance criteria for thle on-board stability study
were met uIP to 5 hours, which supports the on-board stability claim for 4 hours.

S'abilitvA ccc ptanee Criteria

The stability specifications acceptance criteria for the AI)VIA Cenatur 'tin-Ultra MCM
are as follows:

" Real Time/Shelf life (Unopened): The dose recovery for MCMI I must be
0.02 dose and for MCM2-5, the % dose recovery, Must be within 85 to 115%

calculated to Day 0 and/or no adverse trends.
" In Use (Open Vial) storage at 2-80 C (reconstituted): The (lose recovery for

MCM 1 versuIs freshly reconlstituted -80'C stored MCM I average dose mti1.st be
< 0.02 dose and for MCM 2-5 versus fireshly reconstittuted -80'C stoi-ed
MCM2-5 average dose, the % dose recovery iust be within 85 to 115%.

" In Use (Open Vial) storage at -20'C (reconstittited): The dlose recovery for
MCMI versus fireshly reconstiturted -80'C stored MCMI average dlose must be
< 0.02 dlose and for MCNI 2-5 versus freshly reconstituted -80'C stored
MCNM2-5 the aver age % dose recovery mu1Lst be within 85 to I 15%.

" On-Board: The dose recovery for I'VCMIv must be < 0.02 dose and for
MCM2-5 the % dlose recovery mtrLSt be within 85 to 1 150A Ucalctd to
Timle~O.

9.2.2 Value Assignment
The ADVI A CentaurI Tn I-Ultra MCMs are valuie assigned uising assigned
reference calibrators atid MCMs. The assigned reference calibrators arc prepared
using bovine troponin I antigen stock and are traceable to highlY purified internal
moaterial. The MCMs are maln factuLIred using qual ified m~aterials and
me~asurement procedlures.

For each new 'InI- Ultra NICM lot mn ililfact ured. M CNI I is Iun in 5 re PIi cat es onl
two separate runls Using One reagent kit lot. A nested testingI runl protocol is t15CCl
for M4CM2-MCM 5 value assignment. This Consists Of runnling alternating
samples of thle reference arid new MCM level in the same runil. MCM2-MCMS1
were tested onl 20 replicates in total, comprised of'011C run and four11 Sample Cups
run in 5 replicates on one system and one reagent kit lot. Trhis protocol is designed
to rernox'e system and runl variation. The new MCM doses rmust fall within the
final valu-e assignment specification for TnIl-Ultra NIs. A perforrmarnce
verification runl consistirng of 6 replicates of each MCM level is run Using one
nstrument, one reagent kit lot and lBio-Rad Cardiac controls. 'fihe mnean MCM

doses of the new Ti-Ultin MCM lot mianu factured must fallI within thle release
range specifications. The release ranges are 5% tighter than thle cLustomer ranges.
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S I EMY EN S (Bundled) Abbreviatedl 510(k) Prenntrket Ntfclo
ADVI[A Ccentaur® lIt I-UIt ra® nd ADVI[A Centaur® D igosNin Mas ter Curve NMa terialI (INICMN )

The target for MCM I is assig-ned a 0.0 dose. T[here is no statistical method used[ to
assign the 0.0 dose. MCMI range is claimed as "< "less than) 3X the limit of
sensitivity ( 0.018 ng/nL) of the ADVIA Centaur 'IlI-Ultra assay.

9.2.3 Expectedl Va/ties
The expected values are thle lot-specific assigned values obtained ait vaIlue
assignmnrt and the lot-specific assigned ranges are thle lot-specic customer
rang-es established per % interval as below.

MICM Level '% In terval
MCM I N/A
MCM2 20%
MCM3 20%
MCM4 20%
MOM5 20%

Lot-specific assigned values and ranges are provided in thle ADVIA Centauir TnI-
Ultra MCNI lot-specific value sheet example as below in Table 2.

Table 2: Examle1 Lol-spcift Assigned Valueis mid Ranges for Tni-Ultra MOM1

MCM level Target Values Assigned Values Range
(n"/mL) iigm Ingm L)i"m1

-MCNM 1 0 0.00 < 0.018
MCM2 1.00 0.612 0.490-0.734
MCM3 3.50 3.24 2.59-3.89
MCM4 14.0 12.2 9.76-14.6
MOM5 40.0 32.5 >_260.0

Assay Range 0.006-50 ng/ruL

9.2.4 Traceabilifl'
The AL)VI,\ Centaur Tnl-Ultra assay is traceable to NIST SRM 2921. The
AflYIA Centaur TnlI- U Itra assay is standardized to anl initernal standl d
manuiifactu red uAsing. hlighly puirifled material. Assigned x'aIties for- calibrators and
MOMs are traceable to this standardization. The Tnil-Ulira MOIC~s are
inanttfaictui-ed using qualified materials and mreasuremnent procedur-es.

10. Proposed Labeling
The labeling is sufficient and it satisfies the reqtiirenments of'2l OFR Part 809. 10.

11. Conclusion
The ADVIA Centaur Tlnl-Ul tra Master Curve Material (MCM) is substantially equivalenut to
other piodutcts in commi erci al di stri buti on intended for si m iar Lise. Most notably, it is
substantiall "v equivalent to theC Currently marketed lElecsys Troponin I CalCheck 5.Based oI]
the testing, completed anld the comparisons with predicate (device. the A DV IA Centaur1 Tlnlk
Ultra Maser Curve Material does not raise any) new qtiestions onl safety and effectiveness and
the results Support a determination of substantial eqtiivalence.

Section 006, Page 6 of I12



o)qotG 7

SIEM EN S (Blun jdled) A hhi -evia ted 510(k) Premat Iet Not ifica l ion
A DV IA Centaur® ',i -Ultra® and A DVIA Ce ntaur® D igoxin Maister Curve MalIerialI (NICMI)

510(k) Summary

Introduction: According, to the requirements of21I CFR 807.92, the fiollowing information
provides sufficient details to understand the basis for determination Of substantial eq iivaleceC.

The assigned 510(k) Number: k 140267

1. Applicant Information
Mailing Address: Siemens Hlealiare Diagnostics Inc.

511 Benedict Avenuec
Tarrvtown, NY 10591 USA

Con tact Person: Fatima Pacheco
Regullator-y Clinical Affairs Specialist

Phone Numb er (914) 524-2450
Fax Number: (914) 524-3579
E-mail Address: fatimia.paehieco@siecncis.comi
iDate Prepared: January 29, 2014

2. Device Name
Proprietary Name: Al)VIA Centaur® Digoxin Master Curve Material
Measurand: Qtiality Control materials For Al)VIA Centaurl lii(oXin assay
Type of Test: Master- Cur-ve Material (MCM) for Al)VIA Cenltaur Digoxin

assay

Regulation Section: 21 CER 862.1660. Quality Control Material
Classi fica tion: Class I Reserved
Produacts Code: JJX - Single (Speci fled) Analyte Controls (Assayed and

Unassayed)
Pa nel: Clinical Chemiistry (75)

3. Predicate Device Name Eleesys Dogixin CalChieck 5
Predicate 51I0(k) No: k 102044

4. Device D)escription: AD VIA Centaur®1- Digoxin Master' Curve Materials is anl
in vitro diagnostic piodulct containing various levels ofdigoxin
n defi bri nated hum111an plas ma wvith sod i LIlY azi do (0. 1% aftrU

reconstitution) and preservatives. Each set coniains six
lyophilized levels (MCM 1-6); with a reCconstituted voILlue of'
1.0 mLt each. MCM I contains no analyte. The lDigoxin MCMs
assig-ned values are lot specific oftarget values 0.0, 0.50,
1.00, 2.00, 3.00, 5.50 ng/mnL.

CAUTION! POTENTIAL 131011 AZARD: Contains human
source mnaterial. While each hum1nan serumo or plasmna donor unit
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S IEMNIEN S (Bund led) AhbhI eviated 51(1(k) I'rernarket NotIificatIion
AI) VIA Centaur® Tnt-UIt ra®and( AI) VI A Cen tau r" figoxin M Iaster Curve MaterialI (NMICM)

used] iii the marnufacture of this product was tested by FDA-
appr oved methods and found nonreactive for hepatitis 13 Surface
antigen (HflsAg), antibody to hepatitis C (I-CV), and antibodyv
to F-IIV- 1/2, all produncts manuLIfacttired uIsing- hutiman Soutree
material should be handled as potentially in fectious. IBcaLlse no
test method can offer complete assurance that hepatitis 13 or C
Viruses, H IV. or other in fectious agents are absent, these
Products should be hand led accordinlg to established good
laboratory practices.

5. Inten(ded Use: See Indications for Use Statement belowv:
Ind icatloll for Use: The AI)VIA Centaur Di uoxi n Master Curve Material is f'or

in vitro diagnostic use in the yen ification of cal ibiation and
reportable range of the AI)VIA Centaur Digoxin assay.

Special Conditions for F-or prescription use Only
Use Statement(s):

Special Instrumrent ADVIA Cen1taulr® Systems
Requtiirem en ts: A description of the AD VI A Centaur systemi is documiiented in

K 97141I8. Subsequtent modilficat ions to the instrumenCt Ii aVe
been reviewed and cleared in K032525 and K041 1133.

6. Technological Characteristics A comparison of the device features. intended use, and other
anrd Su bstanii al Equiva lence in formation demonstrates that the A DVI A Centaur D igox in
Cormpa rison with Predicate: MCM is stubstantial ly equlivalent to the predicate device as

sLtminarized in Ta ble I.
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SIEM EN S (flundled) Ahbhbr vilttI 510(k)10 a k(N iftMo
AI)VIA Centaur® ToI -U htraga AI) VIA Cetu"Digoxin Ma ster Curve M atIeriaIl I)

Tahle 1: Subsimatial Equivalence Comzparison

SIMILARITIES

Candidate IDcvice Predicate D~evie

Iteii AD VIA Centaur Digoxin MCM Elecsys [)igoxin CalChieck 5

Intend~e(I The ADVIA Centaur Digoxinl The Eleesys Digoxin CalCheck 5 is anl
Use MCM is for- in vilro diagnostic use in assayed Control for use in calibration

thle yenifi cation ofCa i brati on and yeniflication and lfor use in the
reportable range of the A DV IA verification of the assa y range
Centatir Digoxin assay. established by thle FHliecsys Digoxiln

reagent onl the i nd icatedi Elecsvs and
___________cobas e i m1fnu noassaY anlalyZers.

Analyte Digoxin S anme

Use MUltiple Use Same

S t orag e 2-8 0 C Saine

1)I1F FER F N CES

Form Lyoph ili zed L iq LIid

Matrix IDefibni nated hum an p1 asina lBovin]e Sc rul n

Levels 6 -
Stability U imopeiied - Stable when stored Unopened - Stable at 2-8 0C LI ) to thle

unopened at 2-8 0 C L1I l the expi ration e xpi ration date prinited oil the bottle
date oin thle vial label. labels.
Opened (Recoinsti tutedl) - Stable Opene~d - Stable for 5 hour-s at
whenl stored at 2-80 C for 28 days; or 20-25 0C.
onl-boar d lor 4 hous.1S

7. Standard/Guidance IDocument Reitrences
Thie following recognized standard and gLlidance doclrnients were uised:

* CFBN 13J640 Stability, Testing of in Vitro Diagnostic Reagents
* 0 LIdance for Inrd us try - A b brevia ted 51I0(k) SLlbiniiss iotis fo r lI Vitro Diagnostic

Calibrators
* Guidance for Industry and FDA Staff - Assayed and Unassayed Quality Control

Material

Section 006, Page 9 of' 12



SIEM EN S (Bundled) Ahhrcviated 510(k) I'remmAIe Noiicto
AD1WIA Centaur®" In - Ultra® a d AD1WI A Cceii (au re I)igox in iMaster Cu lye Mlale inia (NI CM)

8. Test Principle
The MCMs are specifically intended for in vitro diagnostic use in the verification of
calibration and reportable range of the ADVIA Centaur assays for1 tise Onl the ADVIs\ Centaur
sy" stemns. Customers use MVCIVs for bi-annual calibration verification checks of the assay
range and linearity in oi der to mneet the requirements of hospital accreditation bodies.

9. Performance Characteristics
9.1 Analytical performance:

['he following Stuldies are not applicable for the purpose of tli iSsubmission:
* PI'ecis5ion/ Repr-oduicibility
* Linearity/Assay Reportable Range
* Detection limit
* Analytical Specificity
* Assay cut-off
* AMethod Comparison Studies
* Clinical Studies ('SensitnityI Specificity, and cut-o/

9.2 Non-Clinical performance 'Vesting,

9.2.1 Stubilit 17 Stuies
Thle stabi litv' studies were conducted to Support the shelf life (unopened) and
opened reconstituted material for the AD VIA Centaur Digoxin MC~vs. Thie data
supports the stability claims detailed in the ,\IVIA Centaur Digoxin MCM
Instructions for Use.
Thle following( stability studies wMere performed For ADVIA Centaur DigoxinI
M CN:
* Real Time/Shelf Life (unopened)
* In Use (open vial) storage at 2-8 0 C (reconstituted)
* On-Board Stability

Real time shelf-life studies (unoneiced): lTest Di tzoxin MCMs were ste red
tinopened at 2-80 C and tested ait T=0 and at the toll ow~in g timte Poin1ts: I12 m outhIs,
I S months, and 33 m o nibs. Shtelf I lf cla ims are based Upon i ral tiFI1c stability
carried Out one mionth after thle dutiration Claimed. Recal ltme shielf-Ilife stability
sttudies of MCN/s were determined by comparison of dose recoveries to the T=O
dose iecovery i-esutlts. Acceptance criteria for the ical-time stability study were
met uip to the 33 mionths' tinie point, which suipports a shelf-life claim of' 32
months. Unopened storage shielf-I i f is indicated by expiration date on the vial
label.

In use open vial (reconstituted) stored at 2-8 0 C: Test Di.goxin MCN~s we-c
reconstituted, each level pooled, alIiq Uoited and stored at 2-8 0 C. tested inl 5
replicates per level ait T=O, 7. 14, 21. 28 and 29 day' s. Acceptance critria for thle
open vial (reconstituted) stability Study Were met upl to the 29 days' ine point.
which supports the openi vial claim of 28 days when stored at 2-8 0 C.

On-board Stabilitv: TVest Digoxin MCMs wvere reconstittuted. each level Pooled,
aliquotted into sample CuIPS and stored onl the ADVIA Centatir system and
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SIEM EN S id (Brundled) Abbreviated 510(k) PeaklNtfclm
ADVIA Cettrfr-li® AIVIA Cenrtaur® Digoxiln Master Curve Material (MCMN)

measured at time point T= 0, 2, 4 a ad 5 hours. A cceptanlce criteria fo r the ort-
board stab ilIity stuidy were mnet uip t0 5 ha011S r.wli ich qLI I) p)OtIs t he o i-boalrd stb a hilty
claim for- 4 hours.

Slabiliiv Acceptance Criteria

The stability specifications acceptance criteria flbr the Al)VIA Cenltaur Digoxiti
MCM are ats follows:
* Real Tine/Shelf' life (unopened): The close recovery or- MC MI mu1Lst be

S 0.10 dose, for MCM2 the %/ dose recovery mnust be with in 82 to I 18% and
for MICM3-6 the % dose recovery inirLst be" with in 85 to I 1.5% calculated to
Day 0 and/or no adverse trends.

* [In Use (Open Vial) storage at 2-8 0 C (reconIstituted): T[he close rCcoveryV far
MCN' 1 versuIs -80'C stored MCM I average dose mnust be < 0. 10 dlose. orl
MCNI2 versus -80'C stored MCM2 averagec dose thle 'Yo dlose recovery 1iist be
within 82 to 118% and foar MCM 3-6 ver sus -80'C MCMs 3-6 average dose
thle % dose recovery must be within 85 to 115%.

* On-Board Stability: Thie dose recovery for MCM I must be < 0. 10 dose, for
MCM2 the % dose recovery mu1.st be within 82 to I118% and for MCM3-6 tilc
% dose recovery riust be within 85 to 115% calclated to T=0.

9.2.2 Value Assk'unmei
The ADVIA CentaLir Digoxin NICNs are value assigned Using assignled r-cferilCe
calibrators and MCNs. TFie assigned reference calibrators ai-e prepared tusing US P
(United States Pharriacopei a) Di gox ii stock anid aire tracea ble to US P inatermalI
miaterialI. fhe M CM s are man Ii acttri-ed Is ilrig quta i fied niaterialIs aid
nieasurernit procedures.

For each new Digoxin MCM lot nin btieMCM I is rtrri inl 5 replicates on
two sepa rate runIs Lrsiig., one reagent kit lot. A nested testinrg I-Lri protocol is LrSed
for MCM 2-MCM 6 VaILIe ass i griiien . 11 scn t frn in era i

saniples of the reference arid new MCM level in thle sarme I-Lri, MCN'12-MCM6
wvere tested onl 20 replicates in total, comprised of'onec run aid( four sarmple ctrps
ru.11 n 5 replicates onl one systeri and one reagent kit lot. This protocol is designed
to reniove system arid ruinI vaniatiori. The new NiCM doses InI st 1 I] With Itile
fi nalI valu te ass igririerit specificartion lotr Di gox in MC N/Is. A purfotil alice
\'eri ficationRilu consisting of' 6 replicates of' each MCM level is ru url siri" one
i]stturnent. one reagent kit lot arid B jo- Rad cont rols. T]he nieal M ICM Closes of'

the new Di gox inr MCM lot manufactu red mulLst 11,11 IWithin ritle i-el ease rat ige
specificeations. The release ranges are 5% tigohter than tile cutrsormer range
specificationis.

The target for MCM I is assigned a 0.0 dose. There is rio statistical miethiod irsed to
assign the 0.0 dose. MCM I range is claimed as "<" less than 3X the liriit of
sensitivity ( 0.1 ng/niL) of the AI)\IA CenItaur Digoxiri assay. MICMG is
targeted greater than the assay range, cusItomers riced to di lute wvi th MCM I to
iieet the reportable range of the assay.
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SIEM EN S (Bundled) AIbbreviated 510(k) IPrenirke otifcim
AI)VIA Cenitau®itrIq''-Ultra®~i ADVIA Cenitur® I)igoxini Master Curve tMatlcii (NICMI)
9.2.3 Exvpected Va/tics

Thle expected val Lies are the lot-specific assigned VaIlties obtained at vaIIi i
assignment and thle lot-specific assigned ranges are thie lot-specific curstomer
ranges established per % interval as below.

MCM Level Y,, Interval
MvCM I N/A
MCM2 40%
MCM3 20%
MCN44 20%
N'CM5 20%Y
MCMG 20%

Lot-spcific assigned vaIlues and ranges are provided in the A DV IA Cenitaur
Digoxin MCM lot-spcific vaIlue sheet example as below in Tlable 2.

Table 2: Exatmple Lot-specific /Issigned Va/ties and Ranges/for Digoxin MOMC

MVCMV level Target Values Assigned Values Range
_____________________ (ng/m L) (nig/m 14 (ng/iu L)
MCMI 0.00 0.032 < 0.300
MCM2 0.500 0,574 0.344-0.804
MCM3 1.00 1.12 0.996-1.34
MCM4 2.00 2.14 1.71-2.57
mCM\5 I .00 3.14 2.51-3.77
jMCM6 j 5.50 5.53 > '1.42
AsvRange jo.1-5.0 ng/mn L

9.2.4 Traeeabllitiv
The AD[V IA C n taLir D igox in assay is standardized to anl in terna I stal aid mnai U factured
using US P (United States Pharinacopeia) material. Assigned va IL iislor calibrators and
M CM s are traceable to this stanidardization.

10. Proposed La he Ii 1
The label ing is sufficient and it satisfies the requireiients of 21 CR Part 809.10.

11. Conclusion
The AD VIA Centauir Digoxin Master Curve Niterial (MCM) is substanltially equivalenit
to other prodticts in comrnc cial di stribuition intended for simlilar tise. MIost niotably, it is
substantially equivalent to the currently marketed Elecsys Di gox in CalCheck 5. Based on
the testing completed and thle comparisons with predicate device, the ADlV IA Centaur
Digoxin Maser CLir've Material does riot raise any new~ queCstions Onl saitety and
effectiveness and the resullts support a determination Of stibstaniail eqIivalence.

Section 006, Pag e 12 of 12



DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Adminitmion

10903 New Hampshire Avenue

SIEMENS HEALTH-CARE DIAGNOSTICS INC.
FATIMA PACHECO
REGULATORY CLINICAL AFFAIRS SPECIALIST
511 BENEDICT AVENUE
TARRYTOWN NY 10591-5097

Re: K140267
Trade/Device Name: ADVIA Centaur TnI-Ultra® Master Curve Material (MCM),

AD VIA Centaur& Digoxin Master Curve Material (MCM)
Regulation Number: 21 CFR 862.1660
Regulation Name: Quality control material
Regulatory Class: 1, reserved
Product Code: fiX
Dated: February 04,2014
Received: February 7, 2014

Dear Ms. Pacheco:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRH does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

If &our device is classified (see above) into either class 11 (Special Controls) or class III (PMA),
it may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Parts 801 and 809); medical device reporting (reporting of
medical device-related adverse events) (2! CFR 803); good manufacturing practice requirements
as set forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the
electronic product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-
3050.



Page 2-Ms. Pacheco

If* you desire specific advice for your device on our labeling regulations (21 CFR Parts 801 and
809), please contact the Division of Small Manufacturers, International and Consumer
Assistance at its toll-free number (800) 638 2041 or (301) 796-7 100 or at its Internet address
lit)/wwfaLvMdcleie/esucso~t/ld~tydfuthm Also, please note
the regulation entitled, "Misbranding by reference to premarket notification" (2I CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
littp://wwwv.fda.o~ov/MedicalDevices/Safetv/RernorraProblem/defaulthtin for the CDRH's Office
of'Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address
lhttp://wwwv.fda.uzov/Medical Deviccs/ResourcesforYoui/induistrv/default~htm.

Sincerely yours,

C o u r t rfey4H> L ias -S
Courtney H. Lias, Ph.D.
Director
Division of Chemistry and Toxicology Devices
Office of In Vitro Diagnostics

and Radiological Health
Center for Devices and Radiological Health

Enclosure



(Bundled) Abbreviated 610(k) Presnarket Notif caio
ADVIA Cenus Tn! UIIBf and AD VIA Cetur@ DIgodn Master Curve Materiaj (MCA4)

510(k) Number (if Iamw)
k140267

Device Name
AD VIA Centaur®g Tnl-Ultrag Master Curve Material (MCM)

Indications for Use (Desalbe)
The AD VIA Centaur* Tul-tlltra Master Curve Material is for in vitro diagnostic use in the verification of calibration and reportable
range of the AD VIA Centaur Tel-Ultra assay.

Type of Use (Select one or both, as appIkob~e)

[0 Presciption Use (Part 21 CPA 801 Subpart D) D Over-The-Counter Use (21 CFA 801 Subpart C)

PLEASE DO NOT WRIT! BELOW THIS UINE - CONTINUE ON A SEPARATE PAGE IF NEEDED.

FOR FDA USE ONLY
Concu Orrence of Centier for Devices and Radiloogical Health (CDRH) (Sbnatun)

Ruth A. Chesler -S

FORM FDA 3881(1114) Page I of 2 ~~e- nsc L
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(Bundled) Abbreviated 510(k) Premartel Notification
ADVIA Centau4& Tnl UtS and AD VIA CentaweG DIgo~dn Master Curv Material (MCM)

This section applies only to requirement ofthe Paperwork Reduction Act of 1995.
*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

The burden timne for this collection of information is estimated to average 79 hours per response, icuding the
time to review instructions, search existing data sources, gather and maintain the data needed and complete
and review the collection of Informationl. Send comments regarding this burden estimate or any other aspect
of this information collection, Including suggestions for reducing this burden, to:

Department of Health and Human Services
Food and Drug Administration
Office of Chief Information Officer
Paperwork Reduction Act (PMA) Staff
PRAStaff@fda.hhs.gov

"An agency may not conduct or sponso, and a person Is not required to respond to, a collection of
iformation unless it displays a currently valid 0MB number.'

FORM FDA 388 I114) Page 2of 2

Section 005. Page 20of4



(Bundled) Abbreviated 5 10(k) Premarlwt Notification
AflVIA Cenlsu4O TnI Ulfra and ADVMA Centaurf Digoxin Master Curv Material (MCM)

510(k Nunter (f knosm)

k140267
Devtce Nam
AD VIA Centaur® Digoxin Master Curve Material (MCM)

Indicat ions for UNe (Describe)
The AD VIA Centaur® Digoxin Master Curme Material is for in vitro diagnostic use in the verification ofrcalibration and reportable
range of the ADVIA Centaur Digoxin assay.

Type of Use (Select one or both. as ewpiceb)
[5d Prescrition Use (Part 21 CFR 801 Subpart D) 0 Over-The-Counter UNe (21 CFR 801 Subpart C)

PLEASE DO NOT WRITE BELOW THIS UINE - CONTINUE ON A SEPARATE PAGE IF NEEDED.

FOR FDA USE ONLY
Concurrence of Center for Devices and adilolgical Health (CORts) (Swnatue)

Ruth A. Chesler -S

FORM FDA 388 (I14) Page 1 of 2

Section 005. PageS3 oft4



(Sw4d Ahbrwatad 3110Mk Rw ts" Nificion
AM~A Cease Tmi WII anc AM VA CMMLQ6 ClgflMo Cuiw Mew (MOM)

This sectin appolies only to mqutemnb of the Pap~ad Reduction Act otf 9.
*DO NOT SEND YOUR COUPLETSD FORM mmO THPA STAFF MAIL ADES BELOW.'

The burden time for Ot collection d brm aion Is estimated to avwin 79 ham Wo reponse. bdngf t
lime to review Instructions, seewch elig data souces. gathe and maintain thedSt needed and- oanRt
and review the cllection of Infatuatn Sand comnafl regardin this buden esthmate or any ote asped
of this Information wblallan bit eugeslamu for redougt this burden to:

Depurtnment of Health and Human Servics
Food end Drug AMrWnbatn

Dike of Cide Inflamallon Ofcer
Paperwork Reducto Adt (PRA) Staff
PRAStaMathhe9ov

'An agency may not onduct arspanamr and a person Is not required to respond t a collction of
hbwmadi uns ft dksa" a cuffne4 vald ChUB number'

FORM FDA 3881 (114) PageRof

Sdn005. Pope2E04


